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1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Inten/iew Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) ^ Information Disclosure Statement(s) {PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date 10/10/03 . 6) □ Other: 



U.S. Patent and Tradeniarlc Office 
PTOL-326 (Rev. 7-05) 



Office Action Summary 



Part of Paper No./Mail Date 20060428 



Application/Control Number: 10/684,022 
Art Unit: 1623 



Page 2 



DETAILED ACTION 
Priority 

The instant application is filed as a continuation-in-part. It appears that only claims 4-7, 
12, 21, 22, 25-28 and 34-42 are fully supported by the parent, S. N. 10/450,309 (now US 
6,921,81 1). The remaining claims, 1-3, 8-11, 13-20, 23, 24 and 29-33, are not fully supported by 
the parent or entitled to the priority date of the parent. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-3, 8-10, 13, 14, 16 and 20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Zamora et al (WO 02/10221). 

Zamora discloses a variety of polymeric films, including polyester, polyurethane and 
polylactide/polyglycolide, complexed with a construct comprising the polyanion, heparin, 
covalently attached to a hydrophobic benzyl-(l,2-dimethyl)disilyl moiety and further complexed 
with the fibroblast growth factor, fibronectin. See examples. The hydrophobic moiety renders the 
heparin amphiphilic and allows for the complexation with the polymeric fihn. Although the 
product thus prepared is not specifically called a **wound dressing," it comprises the required 
components of the recited instantly recited product and therefore anticipates the claims. 
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Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation xmder 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-3, 8-11, 13, 14, 16, 20, 23, 24 and 29-33 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Zamora et al (WO 02/10221). 

Zamora teaches as set forth above. As noted above, the product prepared in the examples 
is not specifically called a * Vound dressing" or exemplify all the embodiments recited in the 
claims. However, the reference does expressly suggest the use of the prepared composite 
products as wound dressings. See the paragraph bridging pages 16 and 17. In addition to the 
exempUfied heparin as the polyanion, the reference further teaches the use of other "heparin- 
activit/' molecules. See abstract and page 9, last paragraph. The reference further teaches a 
variety of bioactive/therapeutic molecules, as well as their use in combination. See pages 9 and 



Application/Control Number: 10/684,022 Page 4 

Art Unit: 1623 

10, 1^^ paragraph on each page and page 26, last paragraph. Finally, the reference teaches a 
variety of polymeric fihns that have utility in preparing the wound dressings. See page 17, 
beginning at line 17, and continuing through page 18, line 9. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the exemplified products using the various suggested components 
(polyanions, bioactive/therapeutic molecules, polymeric films) for the preparation of wound 
dressings. One of ordinary skill would reasonably expect success in doing so because the 
reference had taught that these products had this utility. In the absence of unexpected results, it 
would be within the scope of the artisan to prepare these suggested products through routine 
experimentation. There is no demonstration of criticality in any particular component. It would 
be fiirther obvious for one of ordinary skill to apply said products to a wound for treatment of 
said wound. 

Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Zamora et al (WO 
02/10221) as applied to claims 1, 3, 8-11, 13, 14, 16, 20, 23, 24 and 29-33 above, and fiirther in 
view of either of (1) Byun et al (US 6,245,753) or (2) Ishihara et al (Biomed. Mater. Res., 2000). 

Zamora teaches as set forth above. The reference does not teach the fiiU scope of 
hydrophobic moieties recited in claim 2. 

Byun teaches the preparation of amphiphilic heparin derivatives by the covalent 
attachment of a variety of hydrophobic agents. See col 2, lines 29-58. The reference fiuther 
teaches that the modified heparin has utility as a coating material for medical devices. 
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Ishihara teaches that polystyrene has utility for the attachment of heparin to a polymeric 
surface to deliver heparin-binding growth factors and stimulate epithelial cell growth. See 
abstract. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to substitute the silyl moiety in the Zamora product with any agent known to 
be useful for rendering heparin amphiphilic, such as those taught by Byun or Ishihara. One of 
ordinary skill would reasonably expect success in such a modification because Byun expressly 
suggests similar utilities as those taught by Zamora and a similar teaching by Ishihara. There has 
been no criticaUty demonstrated with any particular hydrophobic moiety. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Zamora et al (WO 
02/10221) as applied to claims 1, 2, 8-11, 13, 14, 16, 20, 23, 24 and 29-33 above, and further in 
view of Cima et al (US 5,906,828). 

Zamora teaches as set forth above. The reference does not teach the full scope of 
polyanions recited in claim 3. 

Cima teaches that a variety of polymeric materials, including polyacrylates, collagen, 
glycosaminoglycans, (essentially the same group of polysaccharides as "heparin-activity 
molecules" as defined by Applicant) and alginate have utility as substrates as tethers for 
attaching growth effector molecules to the surface of a medical device, similar to the function of 
heparin in Zamora. See col 5-6. The thus prepared growth effector molecule tethered 
compositions can be used in the form of wound dressings. See paragraph bridging col 9-10. 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to substitute any of the polyanionic materials taught by Cima for the 
heparin-activity molecule in the Zamora composition. One of ordinary skill would reasonably 
expect success in making this modification because had Cima had taught these polymers as 
functional equivalents of heparin-like molecules in the attachment of growth effector molecules 
to the surface of a medical device for use as a wound dressing. 

Claims 15 and 17-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zamora et al (WO 02/10221) as applied to claims 1-3, 8-1 1, 13, 14, 16, 20, 23, 24 and 29-33 
above, and further in view of Hutcheon et al (US 5,807,295). 

Zamora teaches as set forth above. The reference does not teach the use of ethyl vinyl 
acetate, a dressing comprising an absorbent layer or a perforated polymeric film. 

The preparation of would dressings is well known in the art. Hutcheon teaches a multi- 
layered wound dressing comprising a perforated polymeric (ethylene vinyl acetate) film to be 
placed in contact with the wound. See col 7, lines 1-14 and Fig. 4. The dressing further 
comprises an absorbent layer to collect wound exudates. The reference further suggests the use 
of absorbents such as chitosan as filler and the addition of pharmaceutically active agents. See 
col 3, lines 38-46 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to use the coated fihn product of Zamora for use in any known woimd 
dressing preparation, such as the one taught by Hutcheon with a reasonable expectation of 
success. One of ordinary skill would be motivated to make such a modification because the 
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Zamora product has utility for the preparation of a wound dressing and incorporates a 
bioactive/therapeutic agent, and this is expressly suggested by Hutcheon. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but at least one examined appUcation 
claim is not patentably distinct fi-om the reference claims because the examined application claim 
is either anticipated by, or would have been obvious over, the reference claims. See, e.g., In re 
Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re 
Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 
619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting appUcation or patent either is shown to be conmionly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 
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Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fiilly comply with 37 CFR . 
3.73(b). 

Claims 4-7, 12, 21, 22, 25-28 and 34-42 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 10-29 of U.S. Patent No. 
6,921 ,81 1 . Although the conflicting claims are not identical, they are not patentably distinct 
from each other. 

The claims of '81 1 (10-21) are drawn to a medical device with a surface contacting 
bodily fluids coated with the same compound as Formula I in instant claim 4. It would be 
obvious to one of ordinary skill to select any of the claimed devices, one of which is a graft, 
which is a sub-genus of 'Vound dressing." Regarding claims 21 and 22, it would be within the 
scope of the artisan to optimize the value of these variables through routine experimentation. 
Claims 21-29 are drawn to the preparation of these devices. Regarding claims 27 and 28, the 
claims do not include the attachment of a second bioactive molecule, such as an antibiotic. 
However, it would be within the scope of the artisan to add and additional bioactive molecule for 
the combined effects. Regarding antibiotics, the specification expressly describes an antibiotic as 
a preferred bioactive molecule. The claims do not recite a method of use. However, the use of the 
particularly claimed medical devices would be obvious to one of ordinary skill. 

Claims 4-7, 12, 21, 22, 25-28 and 34-40 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1 1-37 of U.S. Patent No. 
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6,342,591. Although the conflicting claims are not identical, they are not patentably distinct 
from each other. 

The claims of *591 (1 1-21) are drawn to a medical device with a surface contacting 
bodily fluids coated with the same compound as Formula I in instant claim 4 but more narrowly 
claimed in terms of the bioactive molecule that is attached. It would be obvious to one of 
ordinary skill to select any of the described devices, such as "wound healing devices." See col 
14, lines 35-45. The instant claims would be obvious over the claims of '591 for reasons set forth 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Leigh Maier whose telephone number is (571) 272-0656. The examiner can 
normally be reached on Tuesday, Thursday, and Friday 7:00 to 3:30 (ET). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ms. 
Anna Jiang (571) 272-0627, may be contacted. The fax number for Group 1600, Art Unit 1623 
is (571)273-8300. 

Visit the U.S. PTO's site on the World Wide Web at http://www.uspto.gov. This site contains 
lots of valuable information including the latest PTO fees, downloadable forms, basic search 

capabilities and much more. Information regarding the status of an application may be obtained 
from the Patent Application Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information for 
unpublished appUcation is available through Private PAIR only. For more information about the 
PAIR system, see http://pair-direct.uspto.gov Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197. 
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